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STATINTL 

MEMORANDUM FOR; | 

Office of Legislative Counsel 

SUBJECT : Proposed Seoate Bill by Senator Kennedy 

on the Protection of Human Subjects 

REFERENCE : OLC 75-2460 


^ following couasients which represent the views 

of the Office of Medical Services are forwarded for your 
consideration in the hope that they will provide conkructive 
suggestions. At the outset I wish to emphasize that I 
anplaud the general intent of Senator Kennedy’s proposed 
Bill. Specifically, Sections 482 and 483 are matters of 
deep concern not only to health professionals but to the 
public in general. The legal, ethical and professional 
aspects of human experimentation are currently ranked 
among the most pressing problems in our society and is 
being addressed by a number of the most prestigious organi- 
zatlons individuals concerned with these problems. The 
Office of Medical Services would certainly welcome and 
comply with established guidelines to the extent that they 
can be defined in a meaningful way. 


2. Whether a Presidential Commission can add further 
focus and attention on the problem is hard to judge. If 
the sole purpose of the Bill is to assure compliance by 
the Central Intelligence Agency then it would appear to 
me that there is probably a simpler way to achieve that 
goal through existing Executive or Congressional direction 


^ if deemed advisable to establish a Presidential 

Comaission then I would like to raise certain questions about 
the Bill as follows: 


4 strikes me that it might be inappropriate to 

include the Director of Central Intelligence as a 
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SUBJECT: Proposed Senate Bill by Senator Kennedy on the 
Protection of Huraan Subjects 


Hieraber of the Commission as it would probably lead to 
charges that the Agency is involving itself in domestic 
matters. This must be weighed against the advantages 
of having the Agency’s views represented directly on 
the Commission. 

b, I have doubts as to whether a Commission of 
this size meeting periodically would be able to address 
in any detail all of the various aspects of human experi 
mentation in depth unless it bad a very substantial full 
time staff. It has been our experience that policing 
the coispliance of contractors, be they government or 
private, can be done quite effectively by our own staff 
given the appropriate guidelines. 

c. Section 481 (2) (g) deals with the question of 
providing National Security Information to the full 
Coaniission and in some cases disclosure. This area 
should be examined most carefully since our experience 
resulting from the Katzeabach Report showed that some 
institutions were unwilling to undertake well- controlled 
and unclassified research if their institution would be 
openly identified with the Central Intelligence Agency. 
It is likely that outstanding research institutions 
would be even more reluctant to provide consultation 
and support in today’s climate with the net effect that 
CIA will find it Increasingly difficult to engage the 
services of organizations coimaitted to the standards 
intended by Senator Kennedy. 

4. I note that the proposed Bill recoEunends that the 
Commission Investigate the use of psychosurgery but excludes 
electric shock treatment and other forms of brain surgery. 

I suspect that I share the same concerns about psychosurgery 
but question whether the Bill should proscribe a specific 
area of Investigation and exclude other forms of therapy 
which are currently under review by health professionals. 

5. I am unable to comment on whether a Presidential 
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STATINTL 


SUBJECT: Proposed. Senate Bill by Senator Kennedy on th© 
Protection of Human Subjects 


Cemiiission would provide benefits and direction beyond 
those already incorporated under the National Research 
Act but assume that this will be spelled out in some 
detail. 
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CONGRESS 


Session 



(Norcr. — FiH trj uU blank Iln^ e:scrtj>t 
tho3<^ provided for the date, imw- 
ber, RnrJ referencij of bilL) 


IN THE SENATE OF THE UNITED STATES 


Mr, 


introduced the following bill; which was read twice and referred to the Committee on 


To 




amend the Public Health Service Act to esteiblish the I>rei>identls 
CommiBsion for the protection of human subjects involved in bio-' 
medical and behavioral research^, and for other purx)oses . 


(Insert titl* of bill hero) 

Be it enacted by the Senate and House of Representatives of the United States of 
America in Congress assembled, That this Act may be cited as the 
^President’s Commission for the Protection of Human Subjects of 
Biomedical and Behavioral Research Act of 1975”*^ 

AiSKDMSHT TO THE PUBITC HEALHI SERVICE. ACT 
Secv 2. Title IV of the Public Health Service Act is amended 
'by inserting the following new part at the end thex'eof : 

"PART J--PR0TECTI0N OF HUMAH SUBJECTS 
"Establishment of Oomjiiission 

"Sec » ^-l'8l,> (a.) There is established a Commission to bo known a 

the President’s Commission for the Protection of Hum.an Subjects of 
Biomedical and I3ehavioral Research (hereinafter in this title referr 
to 0 .S the "CoinmisBion") ^ The Commission shall be coinposod of— j 

I 

i 
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(1) four members of the Senate appointed by the 
President of tlie Senate; and 

(2) four members of the House of Representatives 
appointed by the Speaker of the House of Representatives; 
and 

’’(3) the Secretary of the Department of lioalth,. 
Education and Welfare, the Secretary of Defense, the | 

Director of the Central Intelligence Agency, and the j 

Administrator of the Veteran hs Administration; and 

'‘(4) eleven members ax)pointed by the Pro.sident of 
the United States with the advice and consent of the Senate. 
The President shall select members of the Commission under 
paragraph (4) from individuals distinguished in the fields of 
medicine, law, ethics, theology, the biological, physical, 
behavioral and social sciences, philosophy, humanities, health 
administration, government, and public affairs; but five (and not 
more than five) of the members of the Commission shall bo indivi- 
duals who are or who have been engaged in biomedical or behavioral 
research involving human subjects. Until such time as the = 

President acts to appoint members of the National Commission for 
the Protection of Human Subjects of Biomedical and Behavioral 
Research are deemed members of the Commission as of the date of ^ 
enactment of this Act. 

”(b) The term of office of each member of the Board 
shall be four years; except that (1) any membor appointed to fill 
a vacancy occurring prior to the expiration of the term for which 
his prr.decessor was appointed shall be apx>ointed for the remainder 
of such term; (2) tlie terms of office of members first taking 
office shall begin on the date of appointment and shall expire, as 
designated at the time of their appointment, four at the end of one 
year, four at the end of tv;o years, and three at the oiid of four 
years; rind (3) a mem])cr v/hose term lias expired may servo until his 
successor has qualified. 
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Th 5 President shnil designate one of the iiieabers 
of the Commission, as Chairman, and one as Vice Cha,irinan. Seven 
members of the Commission sha.ll constitute a quorum, but a losser 
number may conduct hearings. 

"(d) Members of the Commission iv-ho are Members 
of Congress or full-time officers or employees of the United States 
shall serve without additional compensation but shall be reimbursed 
for travel, subsistence, and other necessary expenses incurred in 
the performance of the duties vested in the Commission. Members . 
of the Commission from private life shall receive $100 per diem 
while engaged in the actual performance of the duties vested in 
the Commission, i^lus reimbursement for travel subsistence: and 
other necessary expenses incurred in the performance of such duties 
"(e) The Commission shall meet at the call of the Chairman 
or at the call of a majority of the members thereof. 

"(f) (1) The Commission shall have the power to appoint 
and fix the compensation of such personnel as it deems advisable, 
without regard to the provisions of title 5, United States Code, 
govei-ning appointments in the competitive service, and the provi- 
sions of chapter 51 and subchaptor III of chapter 53 of such title, 
relating to classification and General Schedule pay rates. 

"(2) The Commission may procure, in accordance with the 
provisions of section 3109 of title 5, United States Code, the 
temporary or intermittent services of experts or consultants. 
Persons so employed shall receive compensation at a rate to be 
fixed by the Commission, hut’ not in excess of $100 per diem, 
including traveltime. V/hile away from his home or regular place 
of business in the performance of services for the Commission, 
any such person may be allowed travel expenses, including per 
diem in lieu of subsistence, as authorized by section 5703 (1)) of 
title 5, United States Code, for persons in the Government service 
employed intermittently. 
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) The Cominissioa may secure directly i'roui any 

d e p a r t i a e n t o r a g n c >* o i: t: a e Unite d States i. n f ' o r m a t ;i. o n n e c e s s a r* }* 

to enable it to carry out its duties. Upon request of the 

Chairman of tiie Commission, each and every agency or department 

of the United States shall furnish all information requested by 

the Commission v;hich is necessary to enable it to carry out its 

duties. If any information so requested lias been deemed to be i 

classified for any purpose (including national security) by such 

agency or department, such information shall be furnished to the 

Special Classified Information. Committee of the Commission 

(hereinafter in this section referred to as the ^hSpecial Committee*'^ 

■ ■ ■ I 

which shall be composed of those members of the Commission who are / 

appointed under paragraphs ( 1 )^ (2)^ and ( 3 ) of section 48l (a). ELgint 

members of the Sx)ecial Committee shall constitute a quorum, but 

a lesser number may conduct hearings. By a majority decision of 

the Special Committee, such information shall be disclosed v/ithout 

regard’ to the-' sensitivity of such information to the full Commis- j 

sion upon a finding by the Special Committee that there is or I'/ill j 

be an adverse iinx^act upon the protection of human subjects of recearch^ 

’’Corpjnis Sion Duties 

”Sec. (a) The Commission sliall carry out the following: 

^'(1) (A) The Commission shall (i) conduct a comprehensive 
investigation and study to identify the basic ethical 
vdiich should underlie tlie conduct of biomedical and behavioral 
researcl). involving human subjects, (ii) develop guidelines v/hich 
should be followed in such research to assure that it is conducted 
in accordance v/ith such principles, and (iii) make recommenda- 
tions to the appropriate agency or department for such administra" 
tive action as may be appropriate to apply such guideline's to 
])iomedicaI and beliavioral rcscarcli conducted or supported under 
Xerograms administered by the appropriate agency or department, and 
(II) concerning any otlier laatter pertaining to the protection o f 

: ■ I 

human siibj ects of biomedical and behavioral; research. 
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’'(B) -- carrying out aubparagrcph (A) > the Comiiiias Ion shall 

consider at least the following: 

(i) The^ bouiularies between bioracdical or 
behavioral research involving hunian subjects and the 
• accepted and routine practice of medicine* 

’'(ii) The role of assessment of risk-benefit 
criteria in the determination of the appropriateness of 
research involving human subjects. 

^‘(iii) Approi^riate guidelines for the selection 
of human subjects for participation in biomedical and 
behavioral research* 

'^(iv) The nature and definition of informed 
consent in various researcli settings* 

"(v) Mechanisms for evaluating and monitoring the • 
performance of Institutional Review Boards established 

I 

in accordance with section 474 of; this Act and cippro- 


priate enforceraent mechanisras for carrying out their 
decisions, 

’Yc) The Commission shall consider the appropriateness of 
applying the principles and guidelines identified and developed 
under subparagraph (A) to the delivery of health services to 
patients under programs conducted or supported by the Secretary 
of HEW and shall reviev/ and suggest the ethical, social and legal 
implications of all biomedical and behavioral research on human 
subjects conducted by and tlrrough any Federal agency (including 
contractors) for which any Federal funds are to be appropriated* 


*'(2) The Commission sluill identify the requirements for 
^"iiiformed consent to participation in biomedical and behavioral 
researcli by c: h i 1 cl r e n , p r i s o n e r s , m ;1. 1 i t a r y p e r s o n n el, and t h e 
institutionalized iPiCntaliy infoi'U. Ihe Commission shall investi- 

V gate and study biomedical and liehaviora'i research conducted or 
supported under programs adminis lerod by the Secretary and 

j 

involving children, pr:i. s oners , military personnel, and Idie 
insti tut ionaliz.od mental. ly infirm to determine; tlie nature of the 
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before such persoas were involved in such research; the adequaev 
of the inforir.at ion givcii therii respect jng the nature and purpose 
of the research, procedures to be used, risks and discomforts, 
anticipated benefits from the research, and other matters necessar 
for informed consent; and the competence and the freedom of the 
persons to make a choice for or against involvement in such 
research. On the basis of such investigation and study, the 
Commission shall make such recommendations to any department or 
agency of the United States as it determines appropriate to 
assure that biomedical and behavioral research conducted by or 
supported under the appropriate department or agency of the United 
States meets the requirements respecting informed consent identi- 
fied by the . Commission. For purposes of this paragraph, the term 
*children^ means individuals v/ho have not attained the legal age 
of consent to participate in research as determined under the 
a^pplicable lavr of the jurisdiction in which the research is to 
be conducted; the term ^prisoner’ means individuals involuntarily 
confined in correctiona.1 institutions or facilities (as defined 
in section 601 of the Omnibus Crime Control and Safe Streets Act 
of 1968 (45 U.S.C, 3781)); and the term ^institutionalized 
mentally infirm^ includes individuals who are mentally ill, 
mentally retarded, emotionally disturbed, i^syclio tic, or senile, 
or who have other impairments of a similar nature and v/ho reside 
as patients in an institution; the term ’military personnel’ 
means individuals v/ho are active and inactive members of the U.S. 
Armed Farces, veterans of the U.S. Armed Forces, and employees and 
agents of the Central Intelligence Agency. 

’*'(3) The Commission shall conduct an investigation and 
study of the use of psychosurgery in the Uaitod States during the 
five-year period ending December 31, 1972. Tlie Commission siiall 
determine the appropriateness of its use, evalualo tlio need for 
it, and recommend to the' Secretary x)o'Li. cios defining the efreu in- 
stances (if any) under which its u.so may be Jipprop r in.t:o . For 

I 

• ■ j . . . 
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■purposes of this paragraph, the term "psycliosurgery" iiieatLS brai'a ' 
surgei'y on (ij iioririal bi:ain tissue of an individual i.vho does not | 
suffer from any physical disease for the purpose of cluuiging // 

or controlling the behavior or emotions of such individual, 

(.2) diseased brain tissue of an individual, if the sole object of 
the performance of such surgery is to control, change, or affect 
any behavioral or emotional disturbance of sucli individual. Such 
term does not include , brain surgery designed to cure or amelioratG 
the effects of epilepsy and electric shock treatments. 

" Special Study 

"Sec. 4 c 33» The Commission shall undertake a corapreliensive 
study of the ethical, social, and legal implications of advances 
in biomedical and behavioral research and technology. Such 
study shall include — 

"(1) an analysis and evaluation of scientific and 
technological advances in past, present, and projected biomedical 
and beliavioral research and services; 

"(2) an analysis and evaluation of the implications 
of such advances, both for individuals and for society; 

"(3) an analysis and' evaluation of lav/s and moral' and 
ethical principles governing the use of technology in medical 
practice; 

"(4) an analysis and evaluation of public understanding 
of and attitudes toweird such implications and lav/s aiid principles; 
and 

"(5) an analy.sis and evaluation of implications for 
public. -policy of such findings as are made by tlio Commission -with 
respect to advances in biomedical and behavioral research and 
technology and public attitudes tov/ard sucli ailvanccs. - 
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''Administrative Provisions 

"Sec* 484 « 'Hie Gomjfiission may for the purpose of ca^rryin^ 

out its duties hold such hearings^ sit and act at such times and 
places take such testimony^ and receive such evi-dence as the 
Cojamission deems advlsahle* 

"(b) Within sixty days of the receipt of any recommendation 
made by the Corroission amder section, 482^ the a4)x:)ropriate department 
or agency of the United States shall publish it in the .Federal Register 
and provide opportunity for interested persons to sub.mJ.t writteai data^^ 
views ^ and arguments x^ith respect to such recommendation* The appro- 
priate department or agency of the United States shall (1) determine 
whether the a,dministrative action proposed by such rccomiviendation is 
apx:>rop:riate to assure the protection of human subjec-ts of biomedical 
Quid- behavioral research conducted or supported under p:rogrcnns adminis - 
tered by it;, and (2) if it determines that such action is not so 
appropriate;, publish in the Federa.l Register such detormina/tion together 
\rith an adequate statement of the reasons for its determination* If 
the appropriate department or agency of the United States determines 
that administrative action recommended by the’ Commission, should be 
underta-ken by it;, it shall undertake such action as expeditiously o.s 
is feasible, 

"Authority to Contract 

"Sec, 485. ‘fbe Goirariission may contract; for the study and 
design of mechanisms to be included in such rocoTomendations ^ 

"Transfer of .Functions 

"SeCo 486 . The functions;, IDOv^ers^ and duties of the HatiD.nal Com- 
mission for the J?rotcction of Hunmn Subjects of Biomedlctal and Beha;viorafL 
Research (88 Stat. 3^'^’- 8-351) shall be transferred to the Commission * 

migce:ix.a.neouc i 

Sec. 3^ (a) Part A of tltloi .II of the Notlanal Research Act 

(42 UoS,C, 2891) is repealed, 

(b) Sections 211 and 213 of the Ratj.onal Research .Act are x'epealed,. 
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DATE 


2 October 1975 


STM 


COMMENTS (Number each comment' to show from whom 
to whom. Drow o lino across column ciftor eoch comment.) 


Senator Kennedy's Subcommittee on 
Health has proposed the attached 
legislation which would establish 
a President's Conmission for the 
protection of Human Subjects of 
Biomedical and Behavioral Research. 
Tile Commission would have juris- 
diction over employees and agents 
of the CIA and its contractors. 


We would appreciate your comments 
soonest . 


■AssisLUJiL j^egisiative cdi/nsei 


cc: 


EA/DDS^T, D/ORD, D/OTS, D/SI 
OGC, D/OS. 
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